§58.200

the nonclinical laboratory study are
submitted to the Food and Drug Ad-
ministration in support of an applica-
tion for a research or marketing per-
mit.

(3) In other situations (e.g., where
the nonclinical laboratory study does
not result in the submission of the
study in support of an application for a
research or marketing permit), a pe-
riod of at least 2 years following the
date on which the study is completed,
terminated, or discontinued.

(c) Wet specimens (except those
specimens obtained from mutagenicity
tests and wet specimens of blood,
urine, feces, and Dbiological fluids),
samples of test or control articles, and
specially prepared material, which are
relatively fragile and differ markedly
in stability and quality during storage,
shall be retained only as long as the
quality of the preparation affords eval-
uation. In no case shall retention be re-
quired for longer periods than those set
forth in paragraphs (a) and (b) of this
section.

(d) The master schedule sheet, copies
of protocols, and records of quality as-
surance inspections, as required by
§58.35(c) shall be maintained by the
quality assurance unit as an easily ac-
cessible system of records for the pe-
riod of time specified in paragraphs (a)
and (b) of this section.

(e) Summaries of training and experi-
ence and job descriptions required to be
maintained by §58.29(b) may be re-
tained along with all other testing fa-
cility employment records for the
length of time specified in paragraphs
(a) and (b) of this section.

(f) Records and reports of the mainte-
nance and calibration and inspection of
equipment, as required by §58.63(b) and
(c), shall be retained for the length of
time specified in paragraph (b) of this
section.

(g) Records required by this part may
be retained either as original records
or as true copies such as photocopies,
microfilm, microfiche, or other accu-
rate reproductions of the original
records.

(h) If a facility conducting nonclin-
ical testing goes out of business, all
raw data, documentation, and other
material specified in this section shall
be transferred to the archives of the
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sponsor of the study. The Food and
Drug Administration shall be notified
in writing of such a transfer.

[43 FR 60013, Dec. 22, 1978, as amended at 52
FR 33781, Sept. 4, 1987; 54 FR 9039, Mar. 3,
1989]

Subpart K—Disqualification of
Testing Facilities

§58.200 Purpose.

(a) The purposes of disqualification
are:

(1) To permit the exclusion from con-
sideration of completed studies that
were conducted by a testing facility
which has failed to comply with the re-
quirements of the good laboratory
practice regulations until it can be
adequately demonstrated that such
noncompliance did not occur during, or
did not affect the validity or accept-
ability of data generated by, a par-
ticular study; and

(2) To exclude from consideration all
studies completed after the date of dis-
qualification until the facility can sat-
isfy the Commissioner that it will con-
duct studies in compliance with such
regulations.

(b) The determination that a nonclin-
ical laboratory study may not be con-
sidered in support of an application for
a research or marketing permit does
not, however, relieve the applicant for
such a permit of any obligation under
any other applicable regulation to sub-
mit the results of the study to the
Food and Drug Administration.

§58.202

The Commissioner may disqualify a
testing facility upon finding all of the
following:

(a) The testing facility failed to com-
ply with one or more of the regulations
set forth in this part (or any other reg-
ulations regarding such facilities in
this chapter);

(b) The noncompliance adversely af-
fected the validity of the nonclinical
laboratory studies; and

(c) Other lesser regulatory actions
(e.g., warnings or rejection of indi-
vidual studies) have not been or will
probably not be adequate to achieve
compliance with the good laboratory
practice regulations.

Grounds for disqualification.
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